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-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address -- 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent tenm adjustment. See 37 CFR 1 .704(b). 

Status 

1 )S Responsive to connmunication(s) filed on 03 September 2003 . 
2a)n This action is FINAL. 2b)|S This action is non-final. 

3) 0 Since this application is in condition for allowance except for fornnal matters, prosecution as to the merits is 

closed In accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 8.16-18 and 23-32 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) 0 Claim{s) is/are allowed. 

6) ^ Claim{s) 8,16-18 and 23-32 is/are rejected. 
?)□ Claim{s) is/are objected to. 

Claim{s) are subject to restriction and/or election requirement. 

Application Papers 

9)D The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)^ accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet{s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
11 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. §§119 and 120 

12) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 

ajDAII b)n Some*c)n None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 1 7.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

13) n Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application) 

since a specific reference was Included in the first sentence of the specification or in an Application Data Sheet. 
37 CFR 1.78. 

a) □ The translation of the foreign language provisional application has been received. 

14) n Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 since a specific 

reference was included in the first sentence of the specification or in an Application Data Sheet. 37 CFR 1 .78. 



Attach me nt(s) 

1 ) ^ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) Paper No(s). 

2) □ Notice of Draflsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application (PTO-152) 

3) □ Information Disclosure Statement(s) (PTO-U49) Paper No(s) . 6) □ Other: 
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DETAILED ACTION 

1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR LI 7(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.114. Applicant's submission filed on September 3, 2003 has been entered. 

Claim Rejections 35 aS,C 112 

2. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

3. Claims 8,16-18, 23-32 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one skilled in the 
relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. Claims are directed to methods of suppressing or ameliorating one or more 
symptoms listed therein. Most of the symptoms are listed as symptoms associated with 
premenstrual syndrome. The specification descripts method of treating premenstrual syndrome 
(pages 11-12). However, the specification does not provide proper written description for 
treating patients with those individual symptoms but not associated with premenstrual syndrome. 
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1 . The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

2. Claims 8, 16-18 and 21-32 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Fuji et al. (JP 406100442, of record, a machine translated copy is attached herein) in view 
of Merck Manual (fifteenth edition). 

3. Fuji et al. teaches an anti-stress composition comprising L-theanine as the active 
ingredient and, optionally, other nutritional ingredients, including minerals, e.g., magnesium. 
The composition is safe and with no particular Hmitation in its usage. The composition may in 
various form, including tablet, drink etc. a tablet may contains 200 mg of L-theanine; drink may 
containing 1 gram of L-theanine per liter. See, particularly, the abstract, the examples 2-4 in 
column 4-5 and the example in column 6. Fuji further discloses that stress lead to various 
physical and psychological symptoms, including peptic ulcer, ischemic heart disease, 
cerebrovascular disease, etc. See paragraphs 4-7. 

4. Fuji et al. does not expressly teach to employ the composition for treating the particular 
symptoms herein. However, as shown in Merck Manual, and Borland illustrate medical 
dictionary, it is well known that stress tend to disturb the organism's homeostasis (Borland 
illustrated medical dictionary), and lead to depress and other symptoms associated with depress, 
such as fatigue, loss or increase sexual desire, difficult to sleep, etc. (pages 1516-1519 in Merck 
Manual). 
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Therefore, it would have been prima facie obvious to a person of ordinary skill in the art, 
at the time the claimed the invention was made, to employ the anti-stress composition of Fuji et 
al. for treating stress patient with the psychological or physical symptoms herein listed, such as 
those listed in Merck Manual. As to claims 27-32, which define the particular method for 
obtaining the theanine employed in the composition, note one of ordinary skill in the art would 
motivated to employ isolated theanine insofar as the theanine is suitable for pharmaceutical or 
food purpose. Theanine obtained by different methods may be different in respect of the 
impurities contained therein. However, purifying a raw pharmaceutical composition, such as 
theanine composition, and making it suitable for pharmaceutical or food purpose is considered 
within the skill of artisan. 

Response to the Arguments 

AppUcants' amendments and remarks submitted September 3, 2003 have been fully 
considered, but are mostly moot in view of the rejections set forth above. The results presented in 
test examples 5-7 have been carefully evaluated. The results are impressive, however, are not 
sufficient to rebuttal the rejections as set forth in prior office action. Particularly, a prima facie 
case has been established, absent evidence to the contrary, using theanine for treating 
premenstrual syndrome is obvious. 

Any inquiry conceming this communication or earlier communications from the 
examiner should be directed to Shengjun Wang, Ph.D. whose telephone number is (703) 308- 
4554. The examiner can normally be reached on Monday-Friday from 8:30 to 5:00. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreeni Padmanabhan, can be reached on (703) 305-1877. The fax phone number for 
the organization where this application or proceeding is assigned is (703) 308-4556. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is (703) 308-1235. 

Patent Examiner 




Shengjun Wang 



April 1,2003 



